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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 05 June 2006 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 16-18 is/are allowed. 

6) ^3 Claim(s) 1-15 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 5, 
2006 has been entered. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 102 

Claims 1-5 and 10-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Jaafar et al (2002/0045848). 

As asserted in the previous Office action, Jaafar et al disclose a device 
comprising a lumen (16) including a steerable tip portion (36) extending from a joint 
portion (i.e. distal end of sheath 16 after the balloon). A registration means (balloon - 
21) holds the joint portion in place and a source of ablative energy (laser - 12) is in 
communication with the lumen and delivered to the tip portion via an optical fiber (32). 

Claims 1-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Edwards et al (5,366,490). 
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Edwards et al also disclose a device comprising a lumen (14) having a steerable 
distal tip (i.e. stylet - 36) extending from a joint portion (34). A registration means, 
including balloons (30,32) hold the joint member in place during movement/treatment 
with the tip member. The tip member may include various devices, including RF 
electrodes and laser fiber optics (col. 5, lines 21-24) and is connected to an ablative 
laser source (see Abstract). The second balloon (30) is deemed to act in concert with 
the first balloon as a barrier (i.e. tissue is trapped between the two balloons), and the 
device is deemed to be inherently capable of being used in the manner described in the 
claims (i.e. in the heart) even though there is no explicit recitation of such a use in the 
Edwards et al device. 

Allowable Subject Matter 

Claims 16-18 are allowed. 

Response to Arguments 
Applicant's arguments with respect to claims 1-15 have been considered but are 
not persuasive. 

Regarding the Jaafar et al reference, applicant contends on pages 2-3 of the 
response that Jaafar et al fail to disclose a steerable tip portion extending from a joint 
portion. The examiner disagrees. The examiner has clearly indicated that element 36 
is the "steerable tip portion", with element 36 being connected to guidewire 14. Jaafar 
et al clearly teach that the guidewire 14 is steerable. See, for example, paragraphs 
[0014], [0026] and claim 1. In as much as the guidewire is steerable, the tip member is 
also inherently steerable (i.e. steered by the guidewire). Figure 7 depicts the distal tip 
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member being steered or deflected into a side vessel. The examiner maintains that the 
term "deflectable" falls within the meaning of a tip that is "steerable". 

Concerning the Edwards et al reference, applicant asserts on pages 3 and 4 of 
the response that Edwards fails to disclose a distal steerable tip portion extending from 
a joint portion. The examiner disagrees. The stylet distal tip is steerable in that the 
stylet block controls the direction of the stylet as it is advanced from the device to treat 
tissue. The examiner maintains that the section where the stylets extend from the 
catheter (reference area 34) may be considered a "joint", and the distal tips of the 
stylets are steered or deflected using the stylet block. 

Regarding claim 15, applicant asserts that Edwards fails to disclose a 
balloon on the ventricular side of a valve to support the leaflets of the valve as claimed 
by the applicants. The examiner agrees that Edwards has no express disclosure of 
such an intended use of the device, but that the balloons in the Edwards device are 
inherently capable of performing that function. A recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention 
and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. Applicant has not demonstrated why the Edwards balloon would be structurally 
incapable of supporting the leaflets of a valve. The examiner maintains the Edwards 
catheter may be inserted through the valve such that the distal balloon (30) rests on the 
back side of the valves just as shown in applicant's Figure 5. Such a use would provide 
the proximal balloon and the stylets on the proximal side of the valves. That Edwards 
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does not expressly disclose the use of the device for this purpose does not mean the 
device is not capable of being used in that manner. 

It is noted that applicant has not reasserted any of the arguments made in the 
previous response of August 19, 2005. In particular, applicant has not argued that 
Jafaar et al fails to disclose a source of ablation energy or a registration means, and has 
not argued that Edwards fails to disclose an ablative energy source. 

Conclusion 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 6am-3pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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